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(57) Abstract: It is intended to provide a solid preparation containing an insulin resistance improving drug and an active ingredient 
(other than the insulin resistance improving drug) which is useful as a remedy for diabetes, etc. and excellent in the uniformity in 
the contents of the insulin resistance improving drug and the active ingredient (other than the insulin resistance improving drug) and 
the preparation characteristics such as elution properties and preparation hardness. 
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10 1 4) 7^;PA3-rw > >^Snw*IWBl 3) gBttOSTgfigg ; 1*£\Z 
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5- (4- [2-(5-X5 1 ;l/-2-tfU> J ;Wxh^r>» "<>5>;W -2,4-^7!/U5?> 
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5-(C4-C2-U^;V-2-lf'J>>-;i/75V)Xh^«>] 7i-JW ;WW -2,4- 

5- c C6-(2-7;^n^>v;i/^^-»-2-±75 L ;i/] -2,4-^71/u 

5-(2,4-i?^V5 i 7l/U^>-5-r;V^^;W-2-^ h*S/-N-[4-(hl) 7)V 
*U*9-M'<>&M'*>X7$ H (KRP-297) ; 

25 4-[4-[2-(5-^5 L ;P-2-7xx;i/^u-y-;w4--f ;wx h+->]^>^;w-f 

V^/Uy>-3,5-^> (JTT-501) ; 

FK-614; x^^U^if-;i/ (Tesagl i tazar) (AZ-242) ; yfiifV 

(Ragaglitazar) (NN-622) ; BMS-298585 ; ONO-5816 ; CS-011 ; BM-13-1258 ; 
LM-4156 ; MBX-102 ; LY-519818 ; MX-6054 ; LY-510929 ; (E) -4- [4- (5-^3^ 
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io Jl^7$x fcfU^>, tfnU>> x^;-jP75X ^x^y-;P75X 
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h^lT-^X N-7x^->;^7 > /U7A 7*DT-f H (ALT7 6 6) , 

exo-2 2 6® , sttn*?B*si (09, , mmwm 

(09, ^ryjH, ^~>i/?>f) w^n§. 

»i}&iitLTIt 0!^«HMG-CoAja7C»*E« (01, 7" 
10 7/17*9 1 >, ^>A*X^9=->, P/tX^X 7h;wu^^>, 7;wt 
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ACATM(E 7/V7V-T 7(Avasiiibe),X7;U->T-r 7(Eflucimibe) 
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. n^>&^H£9 (0!I, XM-^Mnicomol), x-feU hD-;i/(niceritrol)fc 
2) , -i n it^ > h ^X3Mh *t#J7T- P -;M09, 7 -i 7 x P -/Ks oys t er o 1) , 
25 # U If / -;M r - oryzanol) fc 2) ft £#Wb>nS„ 
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-iJ-jU^ x -f ;i/^;i/7 >, * y +h;^ >*§0 , #;i/->7 kS£m\ (09, 
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VUvtrxm) » #U/t-1f|fi#3& (0J> t;HJ7^yh« , j3 37=fx 
Xh (011, CL-3 1 6 24 3, SR-5 8 6 1 1-A, UL-TG-30 
7, SB-2 2 6 5 5 2, AJ-9 6 7 7, BMS- 1 9 6 0 8 5, AZ- 

io 4oi4o« , ^rm-kmifflm w. vwy, cntf v&m 
fpl-15849^) mumvf e»na. 

^-^n$X ■y-UfJl/tM">7Af^7*D$>§) , ?75>H*lljH ($i> 
15 x^7^K, P^>^7S> h\ hU^P^^^K, kFo^nn? 
7v>K, kh*D7;P^5 1 7^h\ ^>^k HP^PP^7^h\ ^>7;i/ 

7*7 5 K#) , 7P;i^Xtf>7JlojN>75 («, ^DM'J H>> 

20 ;* 7;k> h\ <f H» > 7\/-feS h\ -f V V;i/t* h\ >J 

fcfl^Xr 1 , 7*^~h\ 7Dira KWfBtlS. 

#JI/->7A, ^;U-5 L AU>^hU7A(dalteparin sodium)ft£) , V)V7 
7U> (#1, 7>7 7'J Aft £) , tri hP>tf>H 7;iotfh 

25 PA>(aragatroban)&£) , to&mm (flK ?P ^7— if (urokinase), 
^y^-if(tisokinase), 7)W7<7~ if (alteplase), tfT*?- if 
(nateplase), ^ Xr7°7-ii(iiionteplase), A° = x7*7— if (pamiteplase) 
&£) , i/ht!tt»ai(WJIf7 P tfv^Xt iclopidine hydrochloride) , 
->P7^y-;Kcilostazol), 'f3^>h|If ik ^7*07. h^h y 
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£A(beraprost sodium), iMMtfrfy'fiifU'?— h (sarpogrelate 
hydrochloride) &g) toL&tfiWf'bte. 

* h7*;i^» T&s. 

0.5 &V>L 1000midT?&D> £££$?£l/<tel 200um-?&3„ £9 
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* $?7 >g©*#ft?5&J&#£i&5rr & £ t fc J: o T, ;* >>7 >g£ 
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c ® J; 5 ft* V7 >U<Dit*M%t.% z\h\z£*)J -il/M >tmmcw 

tttt&***i»<) t^-fc^MR^nfcffi <«») st-rso 

>x u y&m&fcmmzmo tnfimm^mzm~\z^n^titcmm'v^ 

25 «fcV>, 

mi urn, hn-s^&twtf&ns. mmmmoMmft, &&v<\t 
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so* pHiit Rmmm. &&<m* mm. mm. voMmttzim 
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15 Q^C^iJ 10 0 SMSBfCttLT, L < 0 . 5-25 HI. £ g> 

*l<»i~i saws*?**. 

tr;M ^vt^ a -a » # u tr a u h x 7 5 h 7 =f w 
en*. K»^J©^Stt> Mi 0 oiigut^UT, #s;u<« 

20 0. l~50Mg&, ^e.W^L<«0. 5-4 0fiWT?»*. Ifr&ffll 
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^">X^l^> (16 0) *?J^^7*otfl/> (3 0) Wn-frU&fl 

io $tf&n*. 

6*15. £ ul?, g®SS**--f&^ a*=Mtir-f* (SiOj-nHjO) (n 

tflK US/7 3 2 0 (ffia£, *±^U">7flS* (80 ) , 7XD^;i/2 0 
15 0 (ftfl^ B#7xni$W OK) ) ^gtf 

mowmnmmAmznhx. m«o.oiMoo«*ak #*l<kj:i 

~99S*gET&3. 

mm ioo Mane** ux**?* u < « o. oi — 15 u& $ & l < \t 0. 5 

~lOft»g|$X&S. 

25 ©$*tt, «^»i*56«©B^IWIi00S*aic»bT, 083. tf 0.01-100 

m», $?£ix»i~99Basrc**. 
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t'x;P7i^-;i^X^;i/75/7irr-K 7*J7)\s*)V**7ZV V 
Utf-;i/tfoU K>fc£0£jfciB5$HP; >ft 6 

5 tl5. 

D H9*y hL-3 0D5 5 (ftA«) * n-A7 7K4t) r 

u>m 7*n;wif>«&2©«»fc£##tf6n*. 

SSSfl 100 ttffdftSliiflOt^ll g# 70-99 » £ L < « 90 

~98*ftg|5Tc&5. 
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xmrnvmrnmrn, wm&ttzniitfrb, y^ov^n-^^y^n 

5 *^BJ©@^TO«, Wmtf 100 fc^L 400 NT?*5B#«3lT?*SC:fc- 
8&©*5?7>«fc#T**5>7>£©ttj&*0.5fcV>L 15 <# * L < 14 0. 5 fc 

*»9§©BJB«J»tt» f >*U>^tttt**«©3M&*» 
(Coefficient of Variation) & 6%&T<Dffi&Wft'V&2>Z.ti)W$. 

20 zee, h >xv>mimmm$m<z>mh%m \t, v&knwmm 

«Wg*¥*5fcTl»LT»&n5te©Sa-* (%) St^MS!!©^ 

25 *fPJ©@M£!lte, K»tttbTpH2.0©*B»-iafl3*U^A»«* 

«^50HrtE©AH;Pj*fcJ:*»ttltt**ffofclRK:, 30 # 

^k: 70%^±©-r >x u >js«ttafc«s»ffiT*B^wwT** - w 

££7?, gfflttlttt. B*KA£*1 4&IBCiB*t©;£&tLfc#-?TfT 
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mm / jk%i<D%mzistctf'oTmMtzz:ttfT-zzo mmt 
bxm^ znzrn.®. • mtt> u ^ ^mmmmmfc, sist 9oomL tss. 
#fpj©sM»> ®%W}® 

5 51, U\>l/> thfc<H) £#LT, jgPftfcSWiMPftklS: 

10 xP-;i/JfiliS,(£HDLjfil^,^ii5liJfil^),©^t6^C I GT (Impaired 
Glucose Tolerance) ] , f|&fttt£0H£ ftMmW, M. 

l^ifii^ PlSEm fl£Ji;©(£T, Kjfiims* .5MSjliifT»M] , 

A («U i»m^ft^7o;v>-, ftttttBfcfe *yn-V& 

>HD-AX> (Dysmetabolic syndrome) , i^>XU>lfil 

>x u >&&tz&vt%toiMm* mm w> &t&ffi, m m 
25 *nu m'mm®m> mmomm> wm^ m& if* <# 
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zz:x\ -i >x u >im&&mm<Dti%)m\t, mzimx (#a60kg) 

1 A&fc9,®S0.01~500mg/B>»£L<tt0.1~100mg/BT&5o 

mv*w * s /><Dm$hm\*, /&a (#M60kg) ia^d, it7.5~ 

60mg/B> TOKft 15-60 mg/BT$5. 

TW>^D'>^U^V>©^»^ ^A (M6flkg) lAfcfcD, il 
15 ?gl~12mg/B, $f*b<tt2~8mg/BT2b^>. 

S60kg) lA^fet), SIS 0. 01-10000 mg/B, TO L<& 0.1-5000 
mg/BTa&5. 

20 T-&5i§£, t^r^-r Fj» (TOL<«i£^ » ©w$««> 

J&A (&S60kg) lA&fcD, ®3t 125-2550 mg/B, TOb<&250 
~2550 mg/BT*&5, 

*^^©@^M©MIE»i?LSj^^(D 1 B&fct) ©&-5-[hI&^ TO L < 
&1B l&V>L2lsK £SfcTOL<tel B1@T*&£. £DfrW\ *56M 

25 <D®Mmmt, v$^mmmv, mm\zim^^ti^>z\tf}m^h^ e 
mm. &s.m, mmmm. mmm* ^&*to£*>e>afcm4i«&±©s& 
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(&Hf&i©tt§ii3»&) > 2) *%w<Dwmmmtc 

. , 3) *»W©H^«ffl*fcttWfflSBW©z^W)ftf^ffi©fi«Si* 

fc£©«nfca&*j3*fc&tt3. 
is #589! rau asc iy >*y>SBSttas**£flH u 

©^^T^t^-r^^^T^Cjt^O.S^ViL 15 ($F£L<«0.5&V> 

tt«&#**ifc<) t^-fc^M»$nfeffi ohm £#T*s^si8i©§sBg 

20 8j sitts. 
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In claims , the matter common to (1) the inventions as set forth in 
claims 1 to 3; (2) the inventions as set forth in claims 4 to 6, 13 and 
14; (3) the inventions as set forth in claims 7 to 9; and (4) the inventions 
as set forth in claims 10 to 12 resides in "improvement in uniformity 
in drug ingredient contents and preparation characteristics of a solid 
preparation containing an insulin resistance improving drug and an active 
ingredient (other than the insulin resistance improving drug) ". However/ 
"a solid preparation containing an insulin resistance improving drug and 
an active ingredient (other than the insulin resistance improving drug)' 7 
had been already publicly known before the filing of this international 
application (see, for example, WO 01/35941 A2 (SMITHKLINE BEECHAM P.L.C. ) 
2001.05.25) and improvement in uniformity in drug ingredient contents 
and solid characteristics is a problem which should be taken into 
consideration by those skilled in the art and was already well known at 
the filing of this international application. Thus, "improvement in 
uniformity of drug ingredient contents and preparation characteristics 
in a solid preparation containing an insulin resistance improving drug 
and an active ingredient (other than the insulin resistance improving 
drug) " cannot be regarded as "a special technical f eature" . That is, there 
is no "special technical feature'' common to the invention groups (1) to 
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